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ttitr snx iforix trw 47177 
f^TR) 
tffST^PTI 

7f 17 *rf, 1994 

7i.TT.fa. 468 (H ).— SfWa’ Tfh 5RTSR TPTCft fTOW, 1945 

tt *fh: ^ftspr % far? 3>lwr fawl nr fasTfafei strt, 
fair Tranx, ’ifNfsr srk sitter sr*wir srfafasw, 1940 
(1940 qrr ;:) <pl stct 12 *r>. am 33 sra s?w wirc-rsif 
tt to tt?T fi, Tfarfa o’TTfari HTifPR 4fs t tow 
TVt % iwra; mrim "srr^cfr *w$ nRmf ti ^fasrmrt Pfr 
H*fr arfifiWf T 1 " 41 n+'ffl % 177 fa»T% 77 it S 7 lf 77 4(4 t) 
jfami | srrfa! fWi Tim | afh 75 ^ 4 ; RTcri | fa 743 
srn?T Pwff tt, wfte % farcfat 77 71777 t srfcwt, 
75 Tfa^iRr snfaa t> tit! |, T^rai tY 7777* T\i 71 
RTcri; I, gis far 31! srgfsr aft Hiifai % hrr f«pir< fain 
tiutt; 

fa^f wrtghff ij?TRi >rc, 7Y ^cf srm fairif 31! aisra 
W1 fafafaz sp?% tY TTSTffa % 9^T fatfl t STR 
gYif, %^'nr swi fa^R 3^<ih srisfa ®rr girra, sfa?, 7Ra 
g^TR., ritr sksfaTi 7 . T 67 I 7 wm, fa*tfa wr, nf fafaf 
wff 77 «n srir 1 1 

1226 Cn /94 


ST57 fn77 

1. (1) rt fawf Tr 4^3 ira TfWrsr 7l~< st?uh 717?! 

(TSfiaR) fa77, 1994 |l 

( 2 ) # 4 sRitw-r tt aif'g’ tY 777 §W'i 

2 . sfVarfsr HTlX 77174 71771 faw, 194 5 (fair ^4 STTfa 
'TRRT 747 fa77 Tj[l mi I) if,— 

**3 firw 4?r ?f^4r «r(i) if, it? 9 sfft 7.rt if ^7 
sr^fe % ftrwfwftR *ra *fh srfafe «frf anir«r- - , wf?.— 

"10. 

(^) fC' 

(1?) 7?rf74? it'fflw (4v4) i”i 

3. TT'Ta fw 31i' vf 4, *T? 16 ifl'< 33lT ifrfilT.i SfRrfe # 

13717, fn-iRTfera 7? wk srkfe: -rtf! 7(44!, 77?3:— 

“17. 

(7) 7?i0r^ ttI*r>*N> (nf) 

(17) 33if77 FFsf % % f75; tf.71 l” I 

[4. DTC- 1 10 14/1/94-3171^ 17 7 r.77] 
7771 7771 7^7 
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PfPfJ trh, VSim sml r^qTT, 194 5 . 1 - 5-79 SH W 

sniffs'.' ft Jr w,For six afcan f?fs (ww Pmrr) tw 
if Pass Tfnfcr sA rtt.R n siss 1 , wPetPiss six fa as (ar. it. 
it. n s.) jf' sP-yis : t, t.v ,fr^ |$ i amai^ wi fsssf if 
sirr % vnr-.asrr :. (i)(i) if jrmfin fa-ifsPya wfh- 

rjaGiST st <r snrtfin Pna y.t $i 

l.S.Fi.Pl. 1 ;U 1 frif,W 6 - 10-1979 
?.. TitFi.fir. 1242 SiXTT C- 10-1979 

3.51. Fr.pT. I"M.l Sixty 6-10-79 

4 . SIFl.Pf. 1 ’fil ntTW i::- 10-89 

5 . SI F,.fa. 4 !0 OlX'sr 19 - 4-30 

6 . Si.FT.fS. 779 Bifty :!G- 7-00 

7 . c-'Pi-fa. s-io(w) arr^ 32-9-80 
a. a,.Fi.Pr. c 8 o (si) aiT^r 5-12-80 
9 sr.F.fa. g ei (*?) nifty s-i:-so 

10. ^r.Fi.fa. ca i (tf) nifty 5 -i:-oo 

11. s;Fi.fs. ::7 (sr) nrfer 17-1-01 

1 s-'F. fa. 37 (w) nifty 17-1-81 

13. s;Fifa. 0: (sf) aiT'Ti i 5 -::-o:t 

14. 0 F..r>- 46 i ( 2 ?) rt;X!’3 2 2-G-B3 

15. Tn.srr.fa. 510 (s) arfiy 20-7-83 

1C. Bi.Ffa 13 (Si) nifty 26-7-33 

17.sr.Fr.fa. 3 ia (s) srx'ty 1-5-34 
is.si.Fifa. :i: 1 (sr) sixty e-s -84 

19. arFr.Pr. 400 (sr) nrx'.ty 20 -G -04 

20. sr.Fifa, 487 (sr) nifty 2-7-04 

21. sr.Fi.Pr, 8 9 (sr) nifty 16-2-05 

32 . sr-arr.fa. 700 (s) nifty 10-10-85 
23 -aT.wr.fa. 17 (s) nrfty 7-1-86 

24. ar.Fr.fa. 1049 (a) art nr 29-5.80 

25 . sr.Fi.fa. 1 ogo (sr) sifty 5-9-86 

26. ar.Fi.fa. 1115 (a) nifty 30-9-36 ; 

27 . siFi.fa. 71 (s) nifty 30 - 1-87 
3S.STFi.fa, 570 (s) WifST 12 - 6-07 

2 9 . St FI, fa. 626 (sr) Slfty 2-7-87 
30.si fi. fa. 79 .: (s) nifty 17-9-87 

31 .51. Fi.fa. 371 (s) S,fa 14 - 3-88 

33. sr.Fr.fa. 7 5 (s) Blf.F 2 - 6-08 
33 sr.Fr.fa. 075 (sr) nifty 3-6-83 

34 . sr.Fr.fa. 676 (sr) sixty 2 -c-sp 
3s.sr.Fr.fa. 677 (s) nifty 2 - 6-03 

36 . sr.Fr.Pr. G81 (s) sifar s-s -83 

37 . sr.Fr.fa. 73 5 (s) Sixty 3 4-6-83 
3e.st.Fr.fa. 813 (s) nifty 27 - 7-88 

39.51. Fi.Pr. 944 (sr) HTfty 31 - 9-03 (wfa SS) 
40-ST.Fl.Fa. 43 (s) Sifw 30 - 1-09 (wfr Fi) 
4i.Sr.FI.ft. 43 (s) inf-F 20 - 1-89 (Sjl^TW) 

43 -si Ft .Pi. ioo (w) aPa 14-1-89 (sfeia) 

43 ST.FI.Pf. 443 (a) SrfW 12 - 4-0 9 (yjGTfir) 


44. sr.Frfa. soo (a) rfrf'er 3-6-39 fafSts) 

45. ar.F1.fa 69 i (v) nrfrar 11-709 

46. S1.FF.fa. 704 (ST) afrit? 28-8-89 

47.STFT.fa. 16 (sr) rrsty 1-10-89 
4fl.ST.FT.Pr. 711 (s) ita 2 3-8-90 

49. sr.Fi.Pf. 065 (sr) Bif.ty 35 - 10-90 

50 . sr.Fi.pi. 11 (t;) niffy 7-1-91 
51 .ST-Fl.Pr. 213 (s) nif'F 19 - 4.-91 
5 2. Sr.Fi.fa. 246 (V) Bifty 1-5-91 
53 STFi,fa, 301 (s) nifty 7 - 6 - 91 
54.sr.Fr.fa. ; o : (sr) s.frar 7-6-91 

55.ST.FT.f'T. 49 1 (sr) WifitJ 25-7-91 
56.ST.FT.Pr. 495 (s) (T.fS 25-7-91 
57.STF(.fa. 53 2 (s) Sift* 14-8-91 
5e-sr.Fi.fa 020 (sr) nifty 14 - 10-91 
59 . sr.Fr.fa. 668 (s) srtnr 7 - 11-91 

60-ST.Fl.fa. 72 0 (if) Blf.sr 10-12-91 
61. ST-FT .fa. 69 (S) IflXF 2 2-1-91 
6!.Sl.F,.ff. : 05 (a) BiXST 4- >-9 2 (TTyr-.a) 

g:. sift fa. 445 (sr) sixty 30 - 4-92 . 

64.sr.Fi.fa. 597 (sr) mfnr 17 - 6-93 
65.ST.Fi.fa. go: (s) nitrtff ;-7-:>2 

66. Sr.Fi.pT. 723 (s) STT «T 11-8-9 I 

67. sr.Fr.fa 790 (sr) sixty 1-10-93 
68 -sr.Fi.fa. 877 (s) nrxty 17-11-02 

69. S1F1.Pt. 909 (s) sfty 3-1 t-9 2 

70. sr.Ff.Pi, 93; (sr) nifF 14-12-9; 

71 . sr.Fr.fa. 27 (s) : mFitf 22 - 1-93 (sfffnr) 

73 .sr.Fr.fa. 28 (s) sifw 2 :- 1 - 9 : 

73 , st.ft.Pt. 86 (s) mfisr 36-2-9; 

74. si.Fi.fa. 296 (s) aiaty 24-3-9; 

75 .ST.Fl.Pl. T 7 C (a) rt 13-1-3; (sr®. ts) 

76 . sr.Fr.fa. ;74 (V! f.siy i;-<--i; (tr^si 

77 . sr.Fr.pT. 447 (v) ‘i r;rt 1 n- ,*-) 

78. sr.Fr.fa 053 (tf) arr'sr 1 i n-t; 

79 .STF 1 .fa. 67 ; (s) srf.ar 27 - 10-93 
so. sr.Fr.fa. ioo (s) ais 22 - 2-94 
si. sr.Fr.fa. 109 (sr) a,fty 2 > 2 - 9-1 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOIFICATION 
New Dellii, the 17th May 1994 

G.S.R. 468(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government pro¬ 
pose to make, after consultation with Drugs Tech¬ 
nical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and 
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5. GSR 430 dated 19-04-1980. 

6 . GSR 779 dated 26-7-1980. 


Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required tw the said sections for the in¬ 
formation of all persons likely to be affected therey 
and notice is hereby given that the said draft rules 
will be taken into consideration after the expiry of 
a period of sixty days from the date on which the 
copies of the Official Gazette in which this notifi¬ 
cation is published, are made available to the pub¬ 
lic. 

Any objections or suggestions which may be re¬ 
ceived from any person with respect to the said 
draft rules before the expiry of the period so speci¬ 
fied will be taken into consideration by the Central 
Government, which may be addressed to the Secre¬ 
tary, Ministry of Health and Family Welfare, 
Nirman Bhawan, New Delhi. 

DRAFT RULES 

1 . (1) These rules may be called the Drugs 
and Cosmetics (Amendment) Rules, 1994. 

(2) They shall come into force on the date of 
their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), in Sche¬ 
dule C (1) to the said rules, after item 9 and the 
entry relating thereto, the following items and en¬ 
try shall be added, namely:— 

“ 10 . 

(a) Diagnostic Kits. 

(b) Diagnostic Reagents (in-vivo).”. 

3. In Schedule ‘O’ to the said rules, after item 
16 and the entry relating thereto, the following 
items and entry shall be added, namely :— 

“17. 

(a) Diagnostic Reagents (in-vitro). 

(b) Control Sera for Calibration of Diagno¬ 
stic Kits.”. 

[No. X. 11015|1194-DMS&FFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Welfare 
(Department of Health) containing the Drugs & 
Cosmetics Act and the Rules (PDGHS-61). Subse¬ 
quently the said rules have been amended by the 
following notifications publshed in Part II, Section 
3, Sub-section (i) of hte Gazette of India, name¬ 
ly:— 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6 - 10-1979. 

4. GSR 1281 dated 12-10-1979. 


7. GSR 540(E) dated 22-9-1980. 

S. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-198.3. 

17. GSR 318(E) dated 1-5-1984. 

18. * GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 

20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dated 16-2-1985. 

22. GSR 788(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 620(E) dated 2-7-1987. 

30. GSR 752(E) dated 17-9-1987. 

31. GSR 876(E) dated 24-3-1988. 

32. GSR 75(E) dated 2-6-1988. 

33. GSR 675(E) dated 2-6-1988. ' 

34. GSR 676(E) dated 2-5-1988. 

35. GSR 677(E) dated 2-6-1988. 

36. GSR 680(E) dated 6-6-1988. 

37. GSR 735(E) dated 24-6-1988. 

38. GSR 813(E) dated 27-7-1988. 

39. GSR 944(E) dated 21-9-1988 (Corri¬ 
gendum) . 

40. GSR 43(E) dated 20-1-1989 (Corri¬ 
gendum) . 

41. „ GSR 44(E) dated 20-1-1989 (Corri¬ 

gendum) . 

42. GSR 100(E) dated 14-2-1989 (Corri¬ 
gendum) . 

43. GSR 443(E) dated 12-4-1989. 

44. GSR 588(E) dated 2-6-1989 (Corri¬ 

gendum) . 

45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 



4 THE GAZETTE OF INDIA : EXTRAORDINARY [Pari II—Sec. 3(0) 


47. 

GSR 16(E) dated 10-1-1990. 

65. 

GSR 663(E) dated 3-7-1992. 

48. 

GSR 731(E) dated 23-8-1990. 

66. 

GSR 723(E) dated 11-8-1992. 

49. 

GSR 865(E) dated 25-10-1990. 

67. 

GSR 796(E) dated 1-10-1992. 

50. 

GSR 1J(E) dated 7-1-1991. 

68. 

GSR 904(E) dated 2-11-1992. 

51. 

GSR 223(E) dated 19-4-1991. 

69. 

GSR 877(E) dated 17-11-1992. 

52. 

GSR 246(E) dated 1-5-1991. 

70. 

GSR 923(E) dated 14-12-1992. 

53. 

GSR 301(E) dated 7-6-1991. 

71. 

GSR 27(E) dated 22-1-1993 (Com- 

54. 

GSR 302(E) dated 7-6-1991. 


gendum). 

55. 

GSR 491(E) dated 25-7-1991. 

72. 

GSR 28(E) dated 22-1-1993. 

56. 

GSR 495(E) dated 25-7-1991. 

73. 

GSR 86(E) dated 26-2-1993. 

57. 

GSR 532(E) dated 14-8-1991. 

74. 

GSR 296(E) dated 24-3-1993. 

58. 

GSR 626(E) dated 14-10-1991. 

75. 

GSR 373(E) dated 13-4-1993. 

59. 

GSR 668(E) dated 7-11-1991. 

76. 

GSR 374(E) dated 13-4-1993. 

60. 

GSR 730(E) dated 10-12-1991. 

77. 

GSR 447(E) dated 10-6-1993 (Corri- 

61. 

GSR 59(E) dated 22-1-92. 


gendum). 

62. 

GSR 305(E)”dated 4-3-1992 (Corri- 

78. 

GSR 658(E) dated 19-10-1993. 


gendum). 

79. 

GSR 673(E) dated 27-10-1993. 

63. 

GSR 445(E) dated 30-4-1992. 

80. 

GSR 108(E) dated 22-2-1994. 

64. 

GSR 597(E) dated 17-6-1992. 

81. 

GSR 109(E) dated 22-2-1994. 
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